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Authority, Drugs 


and the Practice of Medicine 


By ADRIEN L. RINGUETTE 


The Author is an Attorney in the Office of the General Counsel, Abbott 
Laboratories, North Chicago, Illinois. In This Paper, He Makes a 
Case Against Vesting More Power in the Food and Drug Administration. 


& \ LOY D-ROBI -ECTURE delivered in Manchester, 
: Eng 


land, not very long ago, an English physician described cer 


~ 


tain dangers which he felt were threatening the practice of medicine 
On the one hand he referred to internal matters of primary 
He indicated these stem from 
science in medicine and the 
’ to neglect the practical 
arts in medicin he dans in this trend, he said 
treatment of the hu n ] on merely as a sort of 
chine cap: oO imma in terms of electronics 
ing beyond these inter 
to medicine he cited is authoritari 
e of medicine by government This exter 
matter of concern to lawvers 


is a trend in | 
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central detailed direction and organization of the activities of physi 
cians \ manifestation of this trend, he said, is “the progressive 
destruction of the Common Law of England, and its replacement 
by skeleton legislation and Ministerial regulations.” The danger in 
this trend is its concomitant adverse effect on the art of medicine 
He felt that a profession such as medicine, with its unique individual 
relationships and its-quality as a combination of arts and applied 


science, can flourish only where “the State confines itself in general 


to creating conditions under which expert knowledge and initiative 


of individuals are given the widest scope and adequate support 


S & 


It is not our purpose to evaluate the law of England. Rather, 
the object of this paper is to consider whether or not there exists 
an external threat to the practice of medicine in the United States 
resulting from a trend towards detailed regulatory control of the 
development, production and use of drugs. In view of the increased 
importance and variety of drugs in the treatment and cure of illness, 
the exercise of judgment as to their use in treatment is certainly 
an important part of medical practice. To the extent that the law 
substitutes the judgment of an administrative body for that of the 
physician on the use of drugs, this may be said to constitute an 
external threat to medicine 

To a certain limited extent, power to determine the proper use 
of drugs is now being exercised by the Food and Drug Administration 
in accordance with its interpretations of the Federal Food, Drug, and 
Cosmetic Act, and amendments thereto. A bill recently introduced 


in Congress, however, bearing the title “Drug Industry Antitrust 


dom t 
urna Tite 
tttion 100 (1961) 
1040. approve | 


amicl 
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\ct,”° aside from its antitrust aspects,” would, if enacted, confer 
far-reaching additional powers upon the Food and Drug Administra 
ion and pose grave questions as to its effects upon the practice of 
medicine 

Che discretionary powers which the proposed “Drug Industry 
Antitrust Act” would confer upon FDA ®* include the following (1) 
power to determine standards of manufacture necessary 
the continued chemical structure, strength, quality, purity, 


ethcacy of prescription drugs, and to issue and revoke licenses for 


presct yn drug manufacturer;* (2) power to prohibit the market 


ing of new drugs not approved as efficacious for use : power to 


cause the withdrawal of drugs already on the market 
not ethcacious 1n : (4) power to determine the 


of any drug in the in t of usefulness and simplicity 
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must appear with specified prominence on the label of the drug as 
well as in all advertising; '* (5) power to determine warnings which 


must be included in all advertising pertaining to a drug,'* and to 


prepare and disseminate a list of dangerous drugs, including thereit 


such information relating to the dangerous or harmful ettects of 


those drugs as may be considered in the best interest of the publi 
health; '* and (6) power to determine whether or not the therapeuti 
effect of certain drugs is significantly greater than that of related 
drugs, an afthrmative finding being a necessary prerequisite to the 
patentability of such drugs In addition to these discretionary 
powers, the bill would provide FDA with certain controls over the 
promotion and advertising of drugs and to the dissemination of 
scientific information at purely scientific meetings and in purely 
scientific journals 

In considering the regulation of the drugs industry, and its 
impact on the medical profession, we will examine this proposed 
legislation from a practical, rather than a constitutional, approach 
Thus, one object of this paper is to evaluate the selectiveness of the 
provisions of the bill to remedy problems existing in the drug industry 
in the light of broad public welfare concepts. To do this, we must 
first review public policy in drug regulation and in the regulatior 


of the practice of medicine 


Historic Limitations in Regulation of Drugs 


Historically, regulation of availability and use of drugs has not 
been the subject of federal regulation Instead, Congress has de 
fined in the basic statute itself certain dangerous or misleading prac 


tices and has made such conduct illegal. FDA has been given certain 
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regulatory and fo nt powers 
relies the drug i ’ 
FDA must resort to the courts and prove that the 
drug merchant has adulterated or misbranded his 


but in general, (¢ 
rv to comply 


with the statutor 


merchandi 


t provide for administrative 
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was made when Congress began consideration of revising the original 
Food and Drugs Act of 1906.°° The first measure leading to passage 
of the Federal Food, Drug, and Cosmetic Act of 1938 was the Tugwell 
bill, introduced in 1933 his bill would have conferred extensive 
discretionary powers upon the FDA, including authority to deter 
mine conditions of manufacture, to issue permits, to designate drugs 
as narcotics or hypnotics, and to designate diseases wherein self 
medication may be especially dangerous These provisions were 
subjected to extensive criticism on the ground, among others, that 
they permitted control over the use of drugs They were omitted 


prior to enactment u 1938.** 


\s enacted, >» FDC Act was principally directed, as was its pred 


cessor, to th hibition f the interstate shipment of adulterated 
misbt 1 l impact \ to col 


but 


1960 


1960 
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\ 


\nother major etfort to alter the basic concept of the drug 


was made when Cong in 1951 enacted the prescription 


amendment to the FDC Act.** Among other things, this amend: 
commonly known as the Durham-Humphrey law, contain 


of drugs which can legally be dispensed solely upon the 


fia ‘nsed physician This definition thus classi 
two categories: those which may be sold over the counter 


which must be dispensed on prescription. Drugs in the 


vO) | 


gory are ded if sold by the manufacturer without a 


containit vy prescription legend, but the judgment 
whether ; belongs in one or the other category rests 


with the 


m and the drug manufacturer, subject to 


the iditional ( of enforcement « the law in the 


Durham-Humphrey law wi: 


is presented t Congress 
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or ineffective for use without the supervision of a physician. Aftet 
considerable debate, Congress struck this administrative power out 
of the bill, and also deleted the reference in the bill to efficacy asa 


factor to consider in the definition of prescription drugs. 


Testimony on behalf of the medical profession indicated that the 
delegation of authority to an agency to decide which drugs must 
be sold only on prescription is “extremely dangerous and wholly 
unwarranted.” The basis for this opinion was that delegation to 


an administrative agency of the power to determine the therapeutic 


value of drugs “will result in unnecessary and undesirable control 


of the practice of pharmacy and the practice of medicine This 
power was considered to be “a traditional and time-tested function 


of the medical profession 


Despite thi ative record, there has been some e 
the discretionary powers of the FDA since 38. Some 
has occurred by virtue of certain amendments to » Act grat 
additional authority to that agency Most important among these a 


Prompted by certainties 





vidual batches of any drug composed wholly or partly of any kind 


of certain antibiotics prior to the distribution of such drug 


The amendments empower the FDA to promulgate regulations 
prescribing those characteristics of identity, strength, quality and 
purity of the listed antibiotics as necessary to adequately insure 
safety and efficacy of use. It does not appear that this provision 
was thought to confer upon the FDA jurisdiction to determine the 
efheacy of these drugs. These antibiotics are clearly efficacious, and 


the purpose of the law as revealed in its legislative history was the 
| ] h 

ted 

ite< 


standardization of production \ccordingly, the law was advocated 


as a temporary measure, and a provision was inserted authorizing 
the exemption of any drug or class of drugs from the requireme1 
certincation 


Nevertheless, the FDA has construed 


litv to “insure safety 





the antibiotic drugs covered therein Virtually absolute discre 


tionary powers over the production and use of these antibiotic drugs 
are therefore being exercised by the FDA.** Few drugs have been 
exempted from these controls, despite the solution of the production 


problems that caused the antibiotic amendments in the first place 


\n example of the FDA’s assumption of responsibility for control 


he use of drugs subject to the antibiotic law is the case 


antibiotic chloramphenicol, originally marketed in 1949.°° It 


highly potent and effective therapeutic agent and is useful for certain 
infections not susceptible of treatment with other drugs. Neverthe 
ative and Admin 
he Federal ‘ he we think 
Act,” 5 think 
MURNA 16, hanged because 
a firm operates under cert! 
r Review ot it should necessarily do so 
0p DruGc Cos ror o we think that 
1954 houle videlvy extend 
mpracticable 


certinc: 


\ 
ed under the 


use.” mvycetin, at Part 24, 
FDA September 12-13, 1960) 
neither monty of Dr Maxwell 
extended Harvard Medical Scho 
rd stated p 


p 
hink Se« (September 12, 1960) 


13,928-13,929, and p 
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less, when reports of blood disorders attributed to chloramphenicol 


were received. the FDA surveved case records in hospitals and 


clinics, and requested that the information be evaluated by the Na 
tional Research Council. The National Research Council reported 


that the label of the drug should contain a warning against indis 
criminate 1 for minor infections. Thereupon the 

nounced it “has weighed the value of the drug against its cap 

for causing harm an 1; cided that it should continue 


profession 


| his action 


the ( 


publishes 
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This case is one of several under the antibiotic provisions and 
the new drug section in the law which have been reported in the 
trade press as exemplifying the policy of the FDA to evaluate the 
potential benefits of a drug against the risks inherent in its use 
It is similarly reported that this policy involves comparisons between 
older and newer drugs, raising basic questions in medical research 
education and practice, and resulting in the withdrawal of several 
drugs from the market 

Under the new drug section of the FDC Act,** the FDA 
come to regard efficacy and safety as inextricably integrated 
felt that the maximum of safety is attained when the value 
drug for therapy is weighed against “the possible toxic ettfe 
this same drug as well as against risk and effectiveness of 
agents which might be available.” * 

The new drug section was not conceived as a licensing 
but was “intended merely to prevent the premature marketing 


} 


new drugs not properly tested for safety.” * 


Prior to marketing 


new drug, the manufacturer must file with the FDA, among othet 


information, full reports of investigations which have been made to 
show whether or not such drug is safe for use \fter a specified 
period of time he may market the drug unless the FDA has issued 
containing a finding to the effect that safety of the drug 
demonstrated. It has become apparent, however, that 

ifety has enabled the FDA to exercise some 


} 


f new drugs. This power extends beyond 


such drugs, since the FDA can cause with 


from the market if clinical experience shows 


ir use.* 


exercised 

] ' 

peen acco 

refinement 
Ori 


ins 


We 
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Among the products which have 
‘rcise by the FDA of responsibility 


res ently as 


for the use 


iron- an complex, a preparation of iron fot 


In neither case was 1t necessary for the FIA to resort to lega 


But it has been reported that in 


action 


AUTHORITY 


a result 


of drugs 


a factor 


17 


of the ext 


are 


the anti-depressant drug iproniazid 


been withdrawn from the market 


- an 


intramuscular myection 


1 


both cases the likelihood ot 


the withdrawal of the products 


that these drugs remain valuable medicines 


AND DRU¢ 


7 


those situations where 


- . 
Cheretore 


these actions fr 


power to interfere with the 


rapeutics 
Me dic al 
1961 ) 


| 


i 





of physicians in the exercise of their responsibility for the treatment 
of their patients 


Thus, the Council on Drugs of the American Medical Asso 


} 


lation 
has deplored the withdrawal of iron-dextran complex, stating in part 


f iron-dextran complex 
situations, parenteral administrat 
iz | Cou il. tl 


deprives the 


1“ 


\ recent editorial in the New England Journal 
indicated that most physicians who have used iron dextran | 

be a “reasonably safe, highly ettectiy 
“there are 


lave found 
e agent,’ and 
directed 


ettects.’ It 


WW hen u 


few untoward 
removal 


f this drug from general « 
“the hazar 


linicé 
of treating a patient with parenteral 


ial further state« 


the enforceme 
\mong other th 
misleading 


dire¢ t 





langerous to health when used as directed.** These 


early aimed at the labeling of drugs and not their 
medical ‘profess act, the FDA it 


statement 1] hi in 1940 


more recent time ‘yal action has been undertak« 
against harmless products or particular uses of harml 
where the evidence supporting their use 1 


is 1 
FDA to be 





One example is the current FDA enforcement program relating 
to vitamin B,, preparations.** These are prescription drugs not sub 
ject to the new drug section because of their recognized safety Phey 
are used by many physicians as adjunctive therapy in a number of 
conditions in addition to those for which efficacy has been demon 
strated to the satisfaction of the FDA. There are many reports by 
physicians in the scientific literature attesting to the value of the 
drug for their patients, but the FDA contends that in the absence 
of controlled clinical studies all reference to these reports and these 
conditions, however fairly summarized and qualified, must be deleted 
from the labeling of the drug. The FDA has informed manufacturers 
that in the opinion of its medical advisers, vitamin B,, should be 
offered and its labeling indicate its usefulness only for certain stated 


conditions 


In view of administrative developments since 1938, the 
question posed by the proposed “Drug Industry Antitrust Act 
whether or not the basic drug law should be amended to place such 
developments on a sound legal footing and further extend them 
In order to put this question in perspective, however, it 1s necessary 
to examine an underlying premise supporting the structure of the 
drug law as embodied in the 1938 Act. This brings us to the subject 


of freedom in medical practice 


Freedom in Medical Practice 


1 


The public policy historically applic: oO medicine 
has been to preserve substantial freedom in medical practice. T 


means, among other things, noninterference by government in medi 
~ bd 


controversies as betweet ditt rent s¢ hools of medicine It also me. 


that government should refrain from specifying the kind of remedy 


1 


nt to be given to any person for his particular 


1960, | 
1), 1961, p. 30; Marcel 


May 29, 1961, p. 25 
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These matters should be left to “the direction of the patient ar 
the discretion and wisdom of the individual doctor 


Essential to the effe ation of this policy is the principle that 
there should be no interference by government with the pres ribir Y 


by the doctor of any drug which in his opinion is necessary for the 


treatment of his patients. The principle of noninterference 


scribing was recently reviewed in England by a special 
nsider the cost of prescribing under the National Health 


Act The r this committee indicates that it would 


the public 1 ‘part from this principle 


to Impose 


to pre s( ribe 
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In the United States, the principle has most recently been enunci 
ated by Dr. Hugh H. Hussey, Jr., Chairman of the Board of Trustees 
of the American edical Association He stated, on behalf of the 


\M A,as follows 


Dr. Hussey, testifying before the Subcommittee on 
Monopoly of the Committee on the Judiciary, U. S. Sena 
portions of the proposed “Drug Industry Antitrust Act 
cluded 


This policy of freedom in medical practice should not be set ipped 


1 } 


wledge of the risks inherent in conterring upon al 


~ il 
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administrative agency the power to control the availability and 
of methods of treatment or of drugs. There would be a substan 
risk of deterioration in the progress of medical knowledg« 
following excerpt from a recent editorial in Medical Tribune 
sobering thought 


~ 


< 


HERAPI 





\gain 


\ recent al in t Vew England Journal of Medicine revie\ 
“Essay on l I n Practice ot Medicine” presented by Dr Sed 
Mead to the staff ot the Kaiser Foundation H spital One paragr: 

‘ +} 


the argument age t authoritarianism in erapeutics 


Benjamin Rush, whose phenomenal prestis 
example of benevolent, unassailable and disc 


American nham, Rush exerted 


Che fundamental factor underlying the concept of noninterference 
in medical practice is the empirical nature of medicine, even scien 


tific medicine.” i the term “medicine,” generically, has been 


detined as lence j art dealing with the prevention, cure ot 


alleviation f and a - n, broadly, as one who prac 
-s the art of healing - and preserving health, a prescriber 


remedies f 1€ | ‘ sistent with these defi 
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and a science, and accordingly it can never become an exact science 


This is because 


unless each patient can be reduced to a standard form 


“the normal variations in individuals have such a wide range that 


both the automatic interpretations of facts and the me h: 


scription of treatment are prohibited In fact, the 
through careful ol is placed by our technology 
ificantly to basic science 


whe 


fact, 


the dittere: 


that physi 
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\ccordingly, while the power to regulate the practice of medicine 


is fundamentally vested in the state legislatures,’* this regulation has 


taken the form principally of establishing standards of education and 


character as a prerequisite to obtaining a license to engage in such 


The public is thus assured that practitioners of the art 


practice 
of healing disease and preserving health are suitable persons to exet 


cise judgment and command the confidence of their patients. Withi 


that framework, the physician is left free as a matter of public policy 
to decide medical questions in accordance with his observations t 
each case 


however, that the phy sician has a licet 
disregard the interests of his patients 


upon him by the common 


to his protessi« 
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formul 


of drugs 


protect 2) 


Effect of Drug Industry Antitrust Act 
vwosed “Drug Industry Antitrust Act 
sanction * emasculation by the FDA of our 
governmental interference in the 


provide . DA with v; 


359. 369 


\dministrative Just 
Discretion,” 47 } 


85-586 (1938) 
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this agency to assume the enormous burden of attempting to insure 


the safety and efficacy of use of all drugs by controlling their avail 


ability and use. In view of the propensity of the FDA to expand 


upon its powers, it must be concluded that this agency would make 
full use of the provisions of this bill in the direction indicated. The 
effect of the bill, therefore, would be to substitute authoritarian 
controls over the practice of medicine for a system of regulation which 
presently encourages responsible use of individual expert knowledge 


and initiative 


The bill is not absolutely without standards to guide the FDA 
Thus, under the bill, in order to obtain a license to manufacture a 
prescription drug, an applicant must demonstrate that his establish 
ment fulfills certain requirements. These requirements are to be 
prescribed by the FDA, however, and that agency is authorized to 


prescribe such standards as it “shall 


determine to be necessary to 
insure the continued chemical structure, strength, quality, purity 
safety and efhcacy” of the drug.’ One need only refer back to the 
previous discussion of the FDA’s interpretation of the antibioti 
provisions of the FDC Act to appreciate the magnitude of the power 


to the FDA.™ It goes beyond the setti v 
manufacture, It could be construed 
ic provisions, to justify control over avail 
prescription drugs n f; the standards 


the FDA are 


provisions 
lotic drugs 
ency ‘hey were considered 
ly pending uncertainties (lo 


manufacture. Rather thar 





prescription drugs to the unusual controls exercised in the case of 


certain antibiotics, it would seem more consistent with public policy 
to remove antibiotics from such controls and place them ut 


nder ge 
eral provisions of the law 


The proposed amendments to the new drug secti 
also. do not contain such standards as might limit the exerc! 


the FDA over the availability and use of drugs 


considered ; new drug nder the bill 


Second, 
FDA has determined 
nsidered necessary that 
in use.’ * Third, a 


the market if it is found “not eth 
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the FDA 


; 


Second, these provisions go beyond the construction by 
law, for they authorize the FDA to have 


of the existing new drug 
Thus, the 


such tests conducted as may be considered necessary 


bill ould initiate an era of comparative drug testing which could 


4 
sharply limit the number of new drugs put on the market. This is 


the new drug section 


\ 


is considered in conjunction 
provisions of the bill Those provisions require, 
taining a patent, the conduct of “such research 


be required” to determine whether or not the therapeutic effect 
i drug is ly greater’ than another drug which it modifies 


\ considerable amount of control over the use of drugs wot 


conferred upon the FDA by the bill’s provisions which rel 


’ 


the general area of dissemination of information to physicia 
ire concerned here with the power to determine the proper use 
lrugs and not with problems of misleading advertising 
power exis ‘xtent the FDA may prescribe the condi 

f use of drugs are allowed to be marketed. It woul 


~ 


is at to freedom in medical 


\ccordi ah I Hussey testified ol behalf of the \M \ that 


n of physicians is the primary responsibility 


that the exercise of this powet 


profession itself and associated groups ” 
| bill are pertinent to this discussion 


FDA would be authorized to determine the name of any 


al 
find necessary or desirable “in the interest of usefulness 
This name becomes the drug’s official name,” and 
17 


e on the label of the drug as we 
d upon the FDA to prepare and 
the potentiality of particularly 
There may be included with 
those dangerous or harmful 


‘St interest of 


Set $(13) 
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to promotional material distributed to physi 
require that the manufacturer include therein (a 
matter” which the FDA has 


' 


included in any package in which that drug is distributed « 


; 


in the case of new drugs, “a full, true and corre« 
d determinations” made by tl 
that drug, as the FDA 
it free from doubt 


FDA with 


ttl lo physicias 





The usefulness of “conventional legal actions” will primarily be in 
the enforcement of the regulations. 

Certainly, recent laws relating to pesticides, food additives and 
color additives tend to support the analysis of Mr. Harvey. Comment 
ing on the responsibility these laws impose on the FDA, Mr. Harvey 
stated: 

restricting the u of additives that 
narm can come 

Of course, Mr. Harvey recognized that this kind of responsibility 
placed “very heavy scientific and legal burdens” upon the FDA. It 
requires scientific personnel “with an unusual degree of competence’ 
and “a greatly increased staff in the field” to effectively administet 
the new rules 

In the drug area, Mr. Harvey cited the insulin and 


sections of the law as illustrative of the evolution in the law. 


[It must be understood that to assign FDA the responsibility in 


generally, as in the field of additives, of “so restricting” 


the drug area 


the use of drugs that are prescribed by physicians “that no harm can 


come, to do this is to undermine our traditional,public policy of 
freedom in ical practice, and to possibly limit medical progress 
It is probable that no major advance in medical technology has been 


made under circumstances that guaranteed that no harm or risk of 


1 - } ] 
harm could occu! 


Is the Drug Industry Antitrust Act Necessary? 


nother matter remains to be considered. This is whether o1 
» the FDA powers contrary to historic principles undet 

‘gulation of drugs and physicians is justified. In other 
ithstanding the risk involved to the further progress of 


are these controls necessary to promote the public welfare ? 


‘arings were held during 1959 and 1960 by the Senate 


Judiciary Committee’s Subcommittee on Antitrust and Monopoly 
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The subject of these hearings was “Administered Prices in the Drug 


the principal basis for the arguments 


Industry They constitute 
made by the sponsors of the proposed bill in justification for 


its provi 


the Sponsors ¢ ontend that ethical 


lo paraphrase their thesis 
Next they 


s1ons 
generally “unreasonable and excessive.’ 
ire made possible by the existence O 


ethical drugs. Finally, it is argued 


tight contro 
is a “high level of cone entration” in the industry stemming 
persuasion of physi 


drug prices are 
allege that these prices f “very 
1’ of the market for 


t 


that there 


from three prin ipal 


sources (a 
nd names rather than ge! 


their prescriptions in terms of bra 


and tly advertising and sal 


( 


Cc Ss eTTorts ¢ 
patents oO 


al d (i ) the prac tice ot granting product | 


me concept ot reas 
For another 


} 


MMaisCC 
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presented a distorted image of the drug industry, and of the medical 


profession in general 
Chose dissenting from these charges contend that drug prices are 
tt unreasonable and that the drug industry is highly competitive. 
It is argued that competition for new products is an important form of 
competitive activity in the drug industry and that such competition 
necesssarily entails extensive research and requires considerable 
educational effort in order to develop improved products and bring 
them to the attention of the medical profession. They contend, fur 
ther, that the patent system provides the incentive to engage in this 
competition, and that trademarks provide the incentive to engage in 


competition for superior quality standards 


We need not attempt to evaluate the arguments on either side 
this controversy. Hearings on the proposed bill have only just 
begun, and undoubtedly a considerable amount of evidence will be 
amassed on these issues. For our purposes, however, it will be suff 
to consider the objectives of the bill on their face value. On 
analysis, it does not appear that any of these objectives requires that 
the FDA be given power to control the availability and use of drugs 


doubtedly, the effect the drug industry now has upon the 


* The growth of 


of medicine is far greater than ever before 
industry and the development of numerous “wonder” drugs, it is 
said, have produced large and successful corporations which “exercis« 
ver medical practice’. On the one hand, the 

ith “invaluable weapons” against disease 

I 


und it dithcult to keep up inte 


ivent 


y 
of the mounting flow of new products 


ongress has been asked to deal with this problem. There have 


suggestions The rather simple approach of the sponsors 


ountry 
Ireemen exercising I 
in a Iree economy, treeme 
regulate themselves Now 
overnment should require cet 
at there be this regulation, bi 


very much indeed, and 
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of the proposed bill is to substitute government responsil 


responsibility of industry 


and the medical profession 
| 


administrative medical practice, at 


to the future development of 


1 
r| 


progress gl 


accordingly, cannot 


competitior consider each of the 
market control t ich the bill is directed 


Encouragement of generic name prescribing. 
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done, however, without 
For 


example, a drug might be deemed adulterated unless manufactured 


should be strengthened.’ This can be 
licensing or other controls over the availability and use of drugs. 


of good manufacturing practice sufficient for the 


under conditions of g 
drug to meet the standard of strength, quality and purity set forth in 


the law Such a provision might be supplemented by the require 
| periodic factory inspection of all drug establishments so as 
enforcement of the law by the FDA. The proposed bill, 

} 


1and, is subject to the criticism that it is not reasonably 


to facilitate 


on the other 
limited to the objective which is sought to be achieved 
reneric names should be useful and simple. 


P i € o. ; 
pres hat each drug label bear the common or 
or each active ingredient contained therein 


name of » drug 


the present procedure 1s that the common or generic name 


is determined by the developer of the drug with the approval of 


‘dical Association, and in cooperatior 





drug compendia and the World Health Organization.''* The American 


Medical Association 1s of the opinion that the proposal for deter 
mination of “official” names by the FDA would not be eftective, ar d 
that problems of drug nomenclature can and should be solved by the 


profession itself. Accordingly, the AMA and the U.S. Pharmacopoeia 
have recently formulated a joint program for non-proprietary names 


This program is designed to facilitate the selection of suit: ( 


nd 


proprietary names for drugs and to encourage the use of such names 


the 


wherever indicated in labeling, in advertising, as titles in 
compendia, and in the scientific literature.” 
+} 


Since there is n ance that the provisions of the 
ing “official” youl » effective they should not | 
\mong is not necessarily good medicine to 
by generic name, and physicians generally could not be expe 


so merely because the name was selected by a government ag 
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\ccordingly, the measures which are advanced in support of thi 
purpose are the following. First the FDA ts required to determin 
whether or not a new drug is efficacious. Second, a warning approve 


by the FDA and complete information on efficacy must be included 

in all advertisements. Third, information transmitted to physicians 

must contain certain materials approved by the FDA. Fourth, the 

FDA is required to list drugs having the potentiality of particularly 
| 


serious, dangerous or harmful ettects 


We need not discuss these provisions individually. Taken together, 
they go far beyond the ‘re prevention of misleading information 


1 


They do not selectively limit the remedy to the problem raised but 


assign to the F responsibilities which contravene the pr 
of our public policy 
Thus the American Medical Association has gone on record in 
— 
opposition to the entire approach of the draftsmen of the proposed 


“Drug Industry ntit t’. Dr. Hussey testified as follows: 


We beleve that 
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fa preliminary analysis of a drug 
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AMA 
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nder these circumstances, the expanded program of the 
provide the physician with impartial evaluations of new drugs ane 
lessens the reliance which the physi 


g information on drugs lessen 


lan must now place on advertising and promotional materia 


should not be condoned oince 


truly misleading advertising juri 
tion over drug advertising has been conferred by Congress u 


rade Commissior , consideratior might be give o ren 


ption contained in the Federal Trade Commission A: 
o advertising directed to the medical professi 


| seem sufficient to remove any barriers to ette: 


of the existing prohibition of false or misleading dru 
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is intended to reduce competition in marketing new drugs, and in this 
respect the proposed amendment to the new drug section of the 
FDC Act limiting the marketing of new drugs not approved by the 


FDA as efficacious would probably have a complementary effect. 


There seems to be a preoccupation by the sponsors of this pro 
posed legislation with the marketing of drugs of little or no value. 
On this subject, the position of the American Medical Association 


is as follows: *** 


The vesting of the authority suggested by this legislation in the Fox 


Drug Administration would operate to limit research, the marketi1 


exercise retion by the medical profession 


Here, again, the remedy selected by the sponsors 
lation is not reasonably limited to the problem which is sought to be 
solved by legislation Responsible business enterprise would not 
knowingly market and the medical profession will not consciously 
employ useless medication. It would seem that the government ought 
not to tamper with the constant 


has produced the wonder drugs and which has served to save millions 


of lives Che prevel tion of useless drugs can be adequately achiey ed 


through the activitie | the medical profession, coupled with rigorous 


ent reement 


SOmm¢ 


rsement 
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It is pertinent to refer to the conclusions of the Br 


mittee on the Cost of Prescribing: **' 


benefits which have resulted from developmet 
are idely recognised. If further advance 
successful research must be assess¢ l and « 
with the costs of prescribing. Temporary 
strictive measures which would ourage tl 
researc! 
1s vere Oo develope 


we 


Research ts essential 
f advances in drug 
The same conclusion would appear to be justified in 

The testimony of Dr. Nathan S. Kline, of Rockland 


al, in this respect is worthy of considerable respect. He stated 
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Conclusion 


The authoritarian approach to drug regulation appears to possess 
at least the following attributes 


g First, this approach is contrary to 
the traditional pattern of drug regulation 


the expansion of administrative controls over drugs in lieu of prohibi 
tion of wrongtul 


~ 


It relies principally upon 


conduct by law and enforcement of violations in the 
courts 


There appears to be some concern that sufficient justification 


has not been advanced for such a radical transformation o 


tional philosophy that our government is one of 


f our tradi 


laws and not men 
\s one writer has put it: 


rroach ne concept of serving 


iging individual responsibility, 
rules of conduct 


cour: and relies 
specified by a controlling 
lv unlimited discretion. The following 
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Third, authoritariar 
regulator There 


» minimize erro}! 


necessary powers 


commerce 


‘ 1 
posed 


best promotes the public wel in devising federal 
drug industry The % this question dep¢ 
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fac tors, ne 1¢€ | f 11 udes respect for 
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balancing between the encouragement of price competition and promo 
tion of new product competition. Finally, these factors must be 
considered in conjunction with any failures in performance which 


may be ascribed to private enterprise. 


In relation to the practice of medicine, for example, a balance has 
been reached by holding the physician to a general standard of conduct 
fashioned by state court decisions allowing for evolution in social 
thought and scientific progress. And the marketing of drugs has been 
subject to controls designed to prevent fraud and unfair competition 
In both areas, however, the individual is entitled to make independent 


judgments within the scope of the overall standards. 


The pressure to change the system to one of more stringent 
authoritarian controls is apparently based, in part, upon overriding 
obsession with the possibility of error, and in part upon a fundamental 
suspicion of the principle of freedom and individual responsibility. 
But the alternative offered is to radically limit the use of judgment 
by establishing administrative regulations which by their nature tend 
to become ever more detailed, more conservative and eventually ends 
n themselves The danger to democracy inherent in this trend 
toward administratively imposed conformity would appear to be 


self-evident [The End] 
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An Evaluation of the Contributions 


of an Advisory Committee 


in the Enforcement 


of State Food and Drug Laws 


By ROLAND B. SMITH 


This Article Was Part of the Author's Doctoral Dissertation 
at the Graduate School of Business, Columbia University 
The Author is Presently Associate Professor of Advertising, 
University of Connecticut School of Business Administration. 
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Enforcement of State Laws 
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ticut Food and Drug Commission (now called The Commission for 


Consumer Protection) will illustrate the nature of the problem. 


The drug division learns of a new cosmetic containing estrogeni 
substances advertised for the removal of signs of wrinkles in the face 
\Vhat is the effect of estrogens on the human system’? The manufac 
turer of a colonic irrigation device claims in his advertising that by 
the use of his product more vitamins are absorbed by the human 
system during digestion. Is this consistent with present knowledge 


of physiology’ Various shoe stores in the city are using X-ray 


equipment as shoe-fitting devices. Are these devices safe—for the 


customers, for the sales clerks? 


\ cough syrup appears on the market. Inspection of the label 
shows that the recommended dosage for infants is the same as that 
for children. Is this an error in labeling or is the dosage safe for use 
by both age groups? 

The commission finds reason for questioning a company’s a 
vertising claims. The company appears for the hearing in the persons 
of physicians, chemists, dermatologists and other professional spe 
cialists. These witnesses produce clinical reports in support of the 
advertising, and are prepared to discuss the product in the terminology 

ms. Where can the Commission turn 
teat 


compete! ng the technical evidence and testimor \ 


these 
answer to this need that the Connecticut 
Foods and Drugs was formed, in 1948, by 


ale School of Medi ine 


issued to the University of Connecticut 

of Pharmacy (then at New Haven), to the 
Experiment Station, the Connecticut State 
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The several nvited endorsed the purposes of the 
Committee and wi le representative present the fir 
ing of the Committee was held as scheduled under the chairmanship 
f Dr. Salter ate agencies were represented 


Purposes of Committee 


Che general purposes of the organization are indicated 


following quotations from the 


original letter to the participating age 


Commit 


ommiuttee 
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Other general rules adopted since its inception provide 
“about every 60 days,” spe 


1. That the committee would meet 
cial meetings being subject to call by the secretary if the need should 


arise. This was further liberalized to permit the calling of a meeting 
on the request of any two members. 
2. That no requests be accepted other than those from sponsor 


ing agencies or other authenticated institutions or groups; 
That “The committee would not take a stand contrary 
of any of the national councils on any question on which thes« 


3. to that 


councils had reached decisions.” 
+. That when requested to supply expert witnesses to stat 


agencies the following principles would apply 


(A) “Requests for opinion, expert opinion, or expert witness or 


witnesses shall be channeled through the secretary to the proper 


committee member or members 


bility 


responsib 
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Ily on the advice of a 


sions, tests, library research, and occasional 


non-member consultant 
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4. A report by a consulting expert, based on upon his knowledge 
or on tests, survey of the literature, etc. ; 
5. A decision by the committee based upon evidence requested 
and supplied by the seller or advertiser of the questioned product o1 
service; and, 


6. Refusal to render an opinion, the subject being beyond the 
scope of the committee’s activities. The problem may be referred to 


a more appropriate group 


Some examples of these methods will serve both to 
them and to reflect the various types of problems brought 
the committee 


\ bottle of heavy mineral oil bearing on its label the 
“May Be Used During Pregnancy” was submitted 
member of the committee gave his opinion that heavy m 
not an abortifacient * and that the label statement was 

Study-report by member expert: When anti-enzym«e 
were being introduced the Federal Food and Drug 
ruled that because of the therapeutic claims made for these 
they would be considered new drugs and proper “new dru 
cations must be filed The Councils on Dental Therap 
Dental Research of the American Dental Association ha 

int statement declaring that on the basis of the evid 
available actual or implied claims of anti-decay qualities for tl 
dentifrice “are premature.” The dental member of the con 
requested to prepare a repo m this subject 

Meanwhile an advertisement appeared in a Cor 

iper which contained claims of anti-decay properties 


the committee member revealed that the claims 


laboratory findings at a major university. Since it w 


“at least a year will be required for clinical testing 
report recommended against committee approval 

In another case, concerning a “germ-fighting toothbrush 
intensive laboratory and subsequent clinical testing of 
produced positive results. The committee member 
bacteriology, returned a favorable report 

Since the advertising in behalf of each of these produ 


somewhat extravagant as judged by then-current 
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probable that the advertising in both instances would have beet 
disapproved. By virtue of the scientific resources made available t 
then enforcement agents of the state by the advisory committee, the 
justifiable claims were identified and confirmed; the claims that were 
rejected were disapproved on the basis of scientific judgment and 


tests rather than on lay opinion. 
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California Pure Foods and Drugs 
Acts and Related Laws 
By MILTON P. DUFFY 


This Article Was Presented as a Lecture at the University of Southern 
California Law School, March 1, 1961. The Author is Chief of the Bureau 
of Food and Drug Inspections, State Department of Public Health of California 
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In 1872, just two years after the establishment of the State Board 


of Health of California, this statute was incorporated into Sections 


380 through 383 of the California Penal Code 


In setting up these laws, the legislature did not delegate any 
particular agency to administer them. Action was left to the discre 
tion of local peace othcers, which proved very unsatisfactory. Forward 
looking men soon found that these laws were inadequate for the 
protection of the public health. Through their eftorts the legislature 
approved the first California Pure Foods and Pure Drugs Act. Or 
March 11, 1907, just one vear after the famous Wiley Pure Food and 


Drug Law of June 30, 1906, the first California Food and Drug L 


The State Board of Health at that time established the State 
ofess 


Food and Drug Laboratory, and Professor Meyer E. Jaffa, I 


f Nutrition, University of California, was put in charge as Director 


California ivs has been a strong proponent of unitorm food 
and drug legislation. In 1939, I submitted to the California legislature 
the model uniform food and drug laws which were approved and 
became effective on lanuary 1, 1940. Both the food and drug la 
ire incorporated in the Health and Safety Code. under Division 21 

‘ > ] ] 
namely: hapter » Foods ( hapter bs Drugs 

I call ir specif ittention to the following section of the ( 
fornia Pure Foods Act which 1s very important 

Section 26465. Thi add é ea al é ‘ 
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Preservatives —There are many different types of preservatives, 
each having a particular effect in preventing spoilage due to the 
activity of micro-organisms or because of chemical change. Propyl 
gallate is an example of a preservative used to prevent rancidity in 


oils. This is called an antioxidant 


When used in “ad to prevent mold or rope, they are called 
inhibitors or antimycotic agents—this group includes acetic acid 


(vinegar), lactic acid, mono-calctum phosphate and sodium and cal 


cium propionate. Sorbic acid is an anti-mycotic used on cheese 


Some agents affect color, flavor or texture and are called seques 


Common ones used in dairy products include salts of citric, 


and pyrophosphoric acids. Preservatives familiar to you which 


prevent fo age are ben acid, sodium bet 


zoate, 
uniformity 


h foods as bakery goods 


| xamples are: Lecithin, mono 


| They are sometimes 





o-sodium 
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may 
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(3) All users of pesticides, farmers certainly, but home gardeners 
as well, should be encouraged through a continuous campaign of 
education, to follow directions explicitly, since directions are carefully 
prepared and are provided to assure safe and proper use without 
hazard to the applicator or danger of excessive residue. All identified 
poisonings caused by agricultural chemicals in California have so far 
been among users and applicators, or children, bystandards or workers 
accidentally exposed. Such incidents have happened in kitchens, and 


back vards, as well as and even more frequently than in fields 


(4) Public concern should be allayed by informing consumers of 
fruits, vegetables, meat, milk and other produce of the protection 
they are receiving. The comprehensive laws regulating agricultural 
chemicals in California complement the federal laws and provide the 
best protection afforded anywhere. The California State Department 
7 1] 


of Agriculture and other enforcement agencies should report factually 


more frequently on their work and the current situation 


(5) Research should be intensified in al! areas pertaining to 

use, toxicology and effects on health of agricultural chemicals and 1 
finding better pest control measures. The research should continue t 
include not only development of safer pesticides and more efficient 


methods of analysis, but also alternative measures such as biological 


dev: lopment of pest-resistant varieties of « rops 
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The matter was referred to the Attorney General's Office, which 
reathrmed that the California Pure Foods Act covers animals 
here that this is where the Canned Animal Food 
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Sections 26490 through 26496 


which 


rnia Pure 


must appear o1 


] oods Act 


is, the common nam¢ 
eading and should 
yusiness of the 
ness should 1m lude 

current ci 
ures, packs 

ess, the 
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experience to rely on brand names or trade marks under which the 
particular type of product is distributed. 


\dditional information regarding distinguishing characteristics 
and methods of use are usually supplied. A high standard of integrity 
and fairness beyond technical truth and accuracy is expected. Any 
label which misleads or tends to deceive can be considered illegal and 


subject to action under the law 
[ can best illustrate “misbranding” by the following statement 


Labels and labeling on products are the means of furnishing the 


customer the information he needs to be an intelligent purchaser 


by the law for the consumer's 


The label contains information required 
protection so he knows he is getting his money’s worth and guarding 
his family’s health. The label is required to tell what is inside the 


1 
package 


There is quackery in the field of nutrition as well as in the fielk 
of medicine. We have been particularly concerned regarding the 
promotion of health foods, food supplements or dietary supplements 
as cure-alls for conditions which really require medical attention 
Modern, as well as ancient superstitutions and myths are revived and 
new ones are constantly exploited. For example: Fish and celery are 
represented to be brain foods; Oysters for increased fertility ; Garlic 


s are used in the treatment of high blood pressure; Grape and 


cabbage juices for the treatment of ulcers; Royal Jelly for impotence 


\luminum ‘nsils as dangerous for cooking 


| hese 


prom arely make direct claims, their half-baked 
theories are written in books or are eulogized by self-styled nutri 
bs who hold meetings at regular intervals 
Nothing is actually sold at these meet 
are later circularized or visited 
technique and false 
of these individuals 
juestioned the nutritive adequacy 
have endeavored to undermine confidence 
result, some consumers have the impressiot 
or preservation is injurious. They have 
hat anything which is processed is “devitalized 
injurious. Actually, modern methods of food processing 


have beer ‘veloped which protect the nutritive content of most of 


our for rds 
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Growing of special varieties, harvesting at the right tin 
modern packing procedures have resulted in food production 
nutritional quality. For example, canned or frozen orange juice 
YS per cent of the Vitamin C that is present in oranges pick« 
the tree 

The exploitation of people by those who sell “natural 


foods Is taking place I: incy prices are being paid tor 


properties and benefits lhe sper d their money of 


products where, for much less, they can buy nourishi1 


foods which give them all th rients a normal. } 


iat the house 
peddlers is dangerou 


< of depriving himself 


~ 


in a normal, cor 


nourishment for 


ur att 


Section 26510.——Th« 


praie kit Vv 


ded is pr 


Section 26514. 


ithout 


Section 26516.7. 
perishable c; meats, canned meat products, an 
essed fresh foo ab will support the growth of 
organisms at ; era * exceeding 50 degrees 
such packaged food 


K ec ~P Refrigerate d.’ 


Section 26516.4. all unlawful for any person t 
(a) Make, publish, disseminate, circulate or place 


publi any advertisement relating to the sale of meat whe re 


~ 
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tisement contains any assertion, representation or statement which is 
untrue, deceptive or misleading or falsely represents the kind, clas 
sification, grade or quality of any meat so advertised; (b) Use any 
term of quality without using or having for sale the quality of meat 
advertised or offered for sale; (c) Designate any quality of meat as 
‘A” or “AA” or any other term indicating grade; (d) Use the term 
“USDA”, “U.S.,” or any other term denoting that the meat is graded 
by the United States Department of Agriculture, unless the official 
grade is also designated; (e) Designate or use any brand name of a 
company unless the meat so advertised or displayed for sale is of a 


quality which the use or designation of the brand name of such com 


Possess or use anv meat 


would reasonably indicate; o1 f ) 
7A, 4. 3 


label or tag depicting “| 


meat grade unless the stam 


pany 
marking stamp, instrument 


or any other term implying an official 


label I ha ‘en aj ve 4 the United 


or tag 


instrument, 
Department of Agriculture 


Section 26516.5. 


ating such grade; (c) Any ham 
’ 


ay states whether the ham is skinned 
halt’ or “half ham” that has 


\ny pork shoulder using the word 


or meat product 


which has been branded o1 


marked a manufacturer or processor unless the adver 
‘s that such meat or meat product ts an 


‘nt 


Section 26517.—(a) No person shall sell, offer for sale or keep for 
sale distill any package which has been refilled o1 partly 
refilled: ll re ‘Il, or cause to be refilled for 

(c) No person, who, in response to 


al of alcoholy 


an inquiry or request for any brand, type or character 
beverage, shall sell or offer for sale a different brand, tvpe or character, 
without informing the purchaser of such difference 

sale, or offering for sale of any 


Section 26518.—The possession 


adulterated or misbranded article of food by any manufacturer, pro 
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ducer, jobber, packer, or dealer in food, or broker, commission met 
chant, agent, employee or servant of any such manufacturer, producer, 


jobber, packer or dealer, shall be prima facie evidence of the violation 


of this chapter 
I mention these few sections because some of these provisions DO 


NOT appear in any other Pure Foods Act—either state or federal. 


They are an act of the legislature 


Advertising 


f a food shall be deemed to be 


26500.—An advertisement of 


is false or misleading in any particular 
an best illustrate this by mention of low calorie bre: 
lamb, and the sale of meat products such as imita 


ads 


na fora regular meat product 


interpret the law in regard to advertising to mean 


made to induce the purchase of food by ’ 
n over the advertising of foo 


t 


1 


anv meal 


the Bureau has jurisdicti 
lisseminated through any media 


ince 


nd drugs in California Is 
wspapers, magazines, billboards, radio, television—and whet 
msider the tremendous amount of advertising engaged in, you 
lv understand m which confronts the Bureat 


here—as well as we 


us wav in which some advertisers ¢ 
findings. Test data are misused, particularly 


faith in 


held of health aids. This is « 
\dvertisers may employ test findings which may 


onsidered one of the gravest abuses 


in ady ertising today 
distortion 


lidity and through exaggeration 


Inc valid 
Legally, the gov 


or mav not have scient 
r perversion they misuse it to deceive the public 


ernment must disprove any phony test data or claim 


We have never ol ted to an emphasis of quality which a product 
admittedly possesses 
in the other hand, if quali 


‘ 
ler this as false and misleading advertisu v 


consid 


we consider this as legitimate “puffing 
it does 


ties are attributed to a product which it 


not possess, we 


r indications that advertisers and advertising 


‘ 
~ 


There are hearter 
igencies are accepting their responsibilities to present competent proof 


of claims when we question them. In order for advertising to continue 
to merit your confidence it is trying to abolish the cynicism that says: 
’ r although we cant 

ill be dithcult te ’ ‘ » ai oO them 


as 


Let’s go as far 


claims it w 
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However, I should like to point out that it is only the minority 


of the industry that violates the law with regard to “advertising” 


Section 26493.—Labeling of standardized foods. This section of 
the Pure Foods Act provides labeling exemptions for declaration of 
ingredients in food for which a definition of Standards of Identity has 
been adopted by the Board. The standardized food must bear the 
name of the food specified in the definition of the standard and must 
list the common names of the optional ingredients present in such 
foods. Examples of food which would fall into this classification are 
mayonnaise, salad dressing, alimentary pastes, tomato products, jams 
and jellies, canned preservatives, canned fruits, canned vegetables, 
flour, bread, et 

Administration 

The provisions of the Pure Foods Act and the Pure Drugs Act are 
administered by the State Department of Public Health in accordance 
with Article 6, Administration, commencing with Section 26540 of the 


Pure Foods Act and Section 26320 of the Pure Drugs Act 


go into standards for food products first. For the purpos« 


in the majority of cases, the State Board of Public 


is empowered to promulgate standards under Section 26541 


which reads in part as follows: 


which foods 


introduction into commer 


warehouse, and 2. Securing sampk 


g adulterated or misbranded 
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Quarantine 
The California Pure Foods and Pure Drugs Act authorizes the 
State agent to quarantine food which he has probable cause to believe 
is adulterated or so misbranded as to be fraudulent and to affix to such 
article a tag giving notice that the article is or is suspected of being 
adulterated or misbranded. It should be noted that this procedure is 
not authorized under the Federal Act 


section 26582 states that the food shall not be thereafter sold, 
ottered for sale, or removed or otherwise disposed of until further 


Directors, or Chief 


notice in writing is received from the Board of 
F 


of the Bureau of Food and Drug Inspections 


Under Section 26586 procedures are established for proceeding 
] 


against such quarantined goods. It further provides that if the Boar: 
| 


fails to commence proceedings against an article which has been 
detained or quarantined within 90 days, if such article is detained or 
quarantined, the Board all immediately release said | 


quarantine. It js itent that this section 


undue hardship to persons o 


Hearings. 
In the administrative procedure of the Pure 


Pure Drugs 


od and drug acts ha 
ificate ot indi 
1 the samples were 
which the interested 
d may propound any 


evidence to show any faul 


is found to be co 
ifter notice duly given 
o ; t ly g n, 
is forthwith transmitted to the district 
prosecuting officer of the city 


] 1; 


adulterated or misbranded food was found 
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Decision Making 

When is a case referred to the district attorney? A great deal of 
administrative judgment is used in determining this action. Factors 
which are considered are: (1) The effect on the public health. An 
example—when dangerous or poisonous substances are involved; 
(2) What caused the violation? (3) Has the manufacturer taken 
proper control measures to prevent such occurrences—past and future ? 
(4) Is this a deliberate violation or an unavoidable error? (5) Is this 
party a chronic violator? (6) Does the party have reliable evidence 
to show that our findings are in error? 


The law states that nothing in the Act shall be construed as 
requiring the board to report for the institution of proceedings under 
the Act, minor violations, whenever the board believes that the public 
interest will be adequately served by a suitable written notice of warn 
ing. Administrative action may be taken to correct the violation. It 


is not the intent of the law to destrov good foods 


firm has shown good faith and will take necessary 


ne, to correct the adulteration or misbranding, 


in abeyance pending compliance with the 


Ignorance of the law is no excuse! The manufacturer is respon 


sible for knowing the provisions of law. We have always contended 


that they should seek legal counsel to answer any question Open 


loor pol The B j 
door policy 1¢ Bureau always welcomes discussion of our common 


1 
| 


problem ir record in this field has not been most outstanding 
Privacy of reco Information obtained under the provisions 
of the Act is classified as confidential. This is rightfully so because 
fF our a te ade secrets Records can be obtained however 

court o 

Pure Drugs Act 

arries the same general administrative provi 
sion as the Pure Foods Act There are several provisions of this Act, 
however, which should be considered. Because of the inherent dangers 


of potent drugs, they are subject to much more exacting methods 


The specific differences which should be noted are: 1. Labeling 
and Misbranding—Section 26243(a)—Only the amount and kinds of 
active ingredients need be declared; Section 26243(b)—The percent of 


alcohol and amount of nides, codeine, barbiturates, strvchnine. 


etc., must be declared; Section 26254(c)—The quantity of morphine, 
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barbiturates, chloral hydrate, peyote, etc.; Section 26244(d)—Must 
give adequate directions for use as well as proper warning regarding 
unsafe dosage and possible physiological dangers or use by children 


~ 


Typical violations in this category are: (a) Failure to give proper 
directions for use; (b) Failure to give adequate warnings; (c) Failure 


to properly declare the active ingredients. 


2. dulteration—Sections 26230 through 26235 define 


tion These sections of the ¢ alifornia law are substantially 


as in the Uniform State Act and the Federal Act. As in 
the U. S. Pharmacopoeia, U. S. Homeopathic Pharmaco 
| | 
Formulary are used as standards of stret 
purity i s deemed to be adulterated if its strength 
its purity fal ‘low the professed standard or quality un 


itis sold 


We have had many ca a ‘rati Perhaps the n 
mon example of this is the substandard drug \lso 
to deterioration Ko cample of vit 


evaporation of solutio 3 ( tdating f biologic: 


gerous example of the adulteration problem is the 


does 


require 


TTT 
al }p?}? 


lifornia has _ hi; utstanding record in this 
many examples of outst: vO The administration 
of activity requires a gre: “al of coordination of 
fields, such as medicine oral ‘ ), electronic, 


and crime detection 
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Case Examples 


Turnip Juice Case—Cancer Cure.—In 1948 the Bureau prosecuted 
three individuals in San Francisco on a charge of conspiracy to violate 
provisions of the Pure Drugs Act. This involved the sale of turnip 
juice at $25 per vial for the treatment of cancer. Since then there has 
been a constant rise in the number of investigations and trials, amount 
ing to a 10-fold increase during the past decade. A factor in this 
increase has been the steady rise in population and the fact that 


California attracts the elderly. 


Calozone Case—Sold as “God's Gift to Humanity,” the Calozone 
Ozone Generator was advertised to have curative effects on 47 diseases, 


} 


including cancer, diabetes, heart disease and polio 


Over 3000 of these worthless devices were sold in California, for 
$150 each 

Competent medical authorities testified that the device was 
only worthless as a therapeutic instrument, but that it could 
dangerous because of the high concentration of ozone produced 


The four men involved in this action were charged with 


spiracy to commit a misdemeanor—to wit: the false advertising of a 
device. All four entered pleas of guilty. The fine ranged from $2500 


and one year in jail to 3 months in the county jail 


Phis case, as well as many other cases, was made possible through 
the outstanding efforts of the district attorney, who took a great 


interest in this work 


Film-O-Sonic Phi device was advertised to have an ettect on 
cancer The device played a continuous tape-recording of “Smoke 


Gets In Your Eyes”. The music could not be heard; however, the 
vendor claimed that electrical impulses from the music which entered 
the body through pads connected with the machine would cure cancer 


Che cle fer dants I! tl 1 is paid sizeable nnes; one spent SIX Mme nths 


im ial 


Pearlie Savely Cancer Salve, Lemoore—1957——Another can 


quack in Lemoore used a concoction of blood root, galangal root 


v 
zine chloride 
The quack, Pearlie Savely, claimed he could diagnose cancer by 


applying the salve to the suspected spot If the salve attected the 


skin, according to Savely, it was a cancer and he would continue 


apply the salve until a sizeable piece of burned flesh would separate 
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from the surrounding flesh \ctually, of course, the salve had a 
powerful corrosive and caustic action on any flesh, acting much in the 


same manner of a powerful corn plaster. 


\ny victim who came to him with a skin blemish, mole, or wart 


of any kind would be told he was suffering from cancer and would 


eventually lose some portion of his anatomy. 

Savely had several jars of various sized pieces of flesh preserved 
in alcohol which he boasted were cancers he had removed from 
people. He added that if he had saved all the cancers he had removed 
from people in over 58 years of practice, they would fill a wash tub 

Some of the specimens from the jars were examined by 
pathologist who said he could find no evidence of cancer 

\fter diagnosing and treating a small mole on the shoulder of a 
volunteer operative as a “mole cancer,’ Savely was arrested by agents 
# the Bueau of Food and Drug Inspections and the Board of Medical 
Examiners. 

February 19, 1957, Savely pleaded guilty to a charge of practicing 
medicine without a license and sale of a misbranded drug. He paid 
a fine of $400, made restitution of $250, and served the first ten days of 


a thirty day jail sentence. He was put on probation for two years 


Cannery Inspection 


The Cannery Inspection Act is unique in the United States. It 
provides for the licensing of premises packing non-acid foods in 
hermetically sealed containers, and establishes an elaborate control 


system to ensure proper time and temperature cooks for such products 


The Cannery Inspection Section is a specialized section of the 
Bureau of Food and Drug Inspections whose primary function is the 
enforcement of the Cannery Inspection Act and the State B 1 of 

h regulations relative to cannery and food and drug inspections 

lhe Act was enacted in 1925 after a series of 22 botulism poison 
ig outbreaks between 1919 and 1925 affecting 131 people, causing 
58 deaths, and involving commercially canned California products 
lhe entire canning industry of California was in serious jeopardy until 
the enactment of the Cannery Inspection Act, the start of daily 
cannery inspections, and the adoption of regulations governing 


heat treatment of low acid canned foods 
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It was at this time that the services of Dr. Karl F. Meyer, the 
world’s foremost authority on canning technology and the prevention 
of botulism, were obtained by the canning industry to conduct research, 
and formulate controls for the prevention of botulism. Dr. Meyer 
is still actively engaged in this work as Chief Consultant to the Cali- 
fornia State Department of Public Health, and is directly in charge 
of the two laboratories maintained by the Cannery Inspection Section 
within the University of California, one at the Medical Center at 
San Francisco handling the work of fish research, and the other in 
Berkeley which handles the work for all of the other products under 
inspection. 

\ll retorts used in canneries licensed by our Department are 
hooked up, vented, and installed according to the Retort Regulations 
of the Department, and are equipped with recording thermometers, 
mercury thermometers and pressure gauges as required by the Can 
nery Inspection Act. The recording thermometers are tested yearly 
and sealed by a representative of our Department. The retorts are 


vented and the cans processed at times and temperatures specified 


by the Regulations which are promulgated for each size can and each 


product. The recording chart is stamped with the seal and numbered 
by our Inspector for identification and each and every chart must be 
accounted for in a prescribed manner. 

Each retort load is recorded on a production record kept for the 
Department on which the following information is recorded: tem 
perature chart number, batch, retort number, size can, number of 
containers, code, time steam is on, time vents are closed, time cooking 
temperature 1s reached, time process is finished, the number of minutes 
that the batch is cooked at processing temperature, and recordings 
from the mercury thermometers, recording thermometers and pressure 
gauges at the begining and the end of the cook. Our Inspector checks 
the operation of the retort several times each day and observes the 
instruments. He calipers each temperature curve on the temperature 
charts to ascertain whether or not each batch has been given the 
regulation sterilization process with reference to time and temperature 
and whether the production record and charts have been recorded in 
the prescribed manner, by the retort operator. 

The inspector is also responsible for the observance of the cook 
room requirements which are designed to prevent any uncooked 
material from reaching the warehouse and also to prevent incipient 


spoilage in certain products before retorting. If the inspector's daily 
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inspection report, cutting report and examination of the temperature 
charts and production records reveal everything is in order, he stamps 
and signs the production record “released for shipment” and the 
duplicate production record and chart stay with the canner and the 
original production record and the inspector’s reports containing all 
the pertinent information regarding the entire operation are sent to 
the Department for filing. These records are kept for a period of 
eight years. Any irregularities would result in the material being 


restrained and referred to the laboratory for their recommendation 


\ll of the official sterilization processes are developed by our two 
consultant laboratories by very intricate technical methods which 
include the determination of the rate of heat penetration and the use 
of thermocouples actually embedded in the center of the container 
Much of this heat penetration work is done under actual working 
conditions at the canneries. The determination of processes also 
involves highly technical work on thermal death time studies, bacterio 


logical examinations, ets 


Each retort operator is given a written and oral examination and 
if he shows proficiency is issued a retort permit by our Department 


This entitles him to operate retorts for the sterilization of 


products under our inspection 


The inspector is also responsible for conditions 
house, enforcement of the spoilage regulations of the department 
and restraining any abnormal material appearing in the warehouse 
and also the labeling of the cans with reference to the requirements 


of the California Pure Foods Act 


The inspector is also responsible for the sanitary condi 
the entire plant and warehouse including unloading docks 
roundings. He is instructed to make sanitation his number 


and actually his sanitary inspection is carried out for the entire time 


that he is on duty Chis includes rodent control, sanitary conditions 


during operation, daily plant clean up, and general good housekeeping 


Products coming under the provisions of the Cannery Inspecti 
\ct include fish, spinach, asparagus, olives, miscellaneous veget: 
specialties and animal food. The same regulations and inspectior 
apply to fish apply to these products from the time the material 
been placed in the can. These products must comply with 
provisions of the California Pure Foods Act, must be free from spoil 


age, contamination and adulteration and meet any specific regulation 
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of the California State Department of Public Health, such as in the 


case of spinach—maximum cut-out weights, minimum gross weights ; 


artichokes—maximum fill weights; animal food—certain formula 
requirements. Some products such as artichokes, Spanish rice, and 
vegetable juice are controlled by acidulation and the inspector is 
required to make titrations and pH determinations, and all such 
products must meet the pH requirements before being released. 


Cannery Inspection has become instrumental in raising the quality 
and safety of California canned products to the highest in the United 
States. This fact is generally recognized by the trade, research institu 
tions, and educators throughout the world, and is evidenced by con 
tinuous inquiries from all over the world for information regarding 
cannery inspection work in Califormia. The success of the Cannery 
Inspection work has been due in no small part to the whole-hearted 
cooperation of the canning industry, and is an outstanding example 
of cooperative effort between industry and government. It is significant 
to note that there have been no outbreaks of botulism in commercially 
canned California products since the inception of daily cannery inspection 
in 1925. 

During the past year there were 167 licensed canneries packing low 
acid products under our inspection. These canneries packed during the 


vear a total of 51,547,330 cases 


very container packed in the state of California under inspection, 
either tin or glass, is die-embossed code marked on the lid with the 
code which has been approved and is on file with the Department and 
which designates the plant where the material is packed, the year it 
was packed, the day, and the batch number, which would give us the 
time of the day it was packed. In case of any controversy at any time, 
by checking the code marking with our production records, it is pos 
sible to identify any can that has been packed under inspection with 
the packer, the time it was packed, the temperature curve r: 
1j 


the sterilization process it was given, and through the Inspector's 


reports the condition of the material that was used, et« 


In fish canneries, we maintain continuous inspection and our 
inspectors have the responsibility of passing or rejecting all fish 
received for canning on the spot and the rejects during the vear 
amount to many thousands of tons of fish, valued at hundreds of thou 
sands of dollars. Last year there were approximately 6,000 tons of 


fish rejected, mostly tuna, valued at one and one-half million dollars 
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Our inspectors apply an average of 275 restraining orders per year 
throughout the state, which involves many thousands of cases of 
canned goods valued at hundreds of thousands of dollars. In the 
enforcement of the Cannery Inspection Act, and the Fish Regulations 
of the Department of Public Health, covering commercial canning 
of fish in the state of California, the entire process is supervised and 
controlled by the cannery inspectors of this Department from the time 
the boat is tied to the wharf until the finished product is labeled, cased, 


and shipped from the cannery’s warehouse [The End] 


DRUG BOOTLEGGING BOOMS 


The bootlegging of amphetamine drugs is consistently be 
hed Federal prison terms, the Food and Drug Admit 
, 


ported recently 


which jail sentences 


FDA said that : 1 vy of cases in \ 
imposed for violation <« *ederal Food, Drug, and Cosmet 


€ July l. 1960. showed that prison sentences had been Impo 


f them involvi bootleg sales of stimulant amp! 


realization by district 
t ] effect of sucl violations.” Cc 
“ul and Drugs Georg Larrick said. “We hope that tl 
of the penalties being impo 1 will act as a deterrent to other 


violators 


In recent vears 


stimulants or 


homicide an 


h blood pressut 


ioner Larrick ‘or tl reasor | must sold under 
late, however, t! al sz of these drugs has becon 
major proportr 


ivers osten 
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The Scientists’ Forum 





By BERNARD L. OSER 


President and Director, Food and Drug Research 
Laboratories, Inc. 


This Article Explains the Work Done by the Expert 
Panel on Food Additive Matters Organized by Dr. Oser 
for the Flavoring Extract Manufacturers’ Association. 


N THE COURSE OF ASSISTING its members to comply with 
the provisions of the Food Additives Amendment, the Flavoring 
Extract Manufacturers’ Association early realized that a mayor 
problem arose in determining whether or not a particular food ingre 
dient is generally recognized as safe (GRAS) and hence excluded 
from regulation under the Amendment The background of this 
problem and the need for expert opinion on this question was dis 
cussed in an article by Dr. Richard L. Hall, Chairman of the FEMA 
Food Additives Committee, in 14 Food Technology 488 (1960) [1 
accord with its announced program, the Committee authorized D1 
Bernard L. Oser, as FEMA’s consultant on food additive matters, to 
organize an expert panel to advise whether or not each specific flavor 
ing substance is GRAS 
The members of the expert panel were selected to represent a 
variety of scientific backgrounds and for their outstanding professional 
competence and reputations in their respective fields of interest. I 
serving on this panel, they have acted in their individual capacities, 
and not as representatives of the organizations with which they are 
athliated Che panel consists of: 
David \W Fassett, M. D Laboratory of Industrial Medicine 


Eastman Kodak Company, Rochester 4, New York 
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Horace W. Gerarde, Ph. D., M. D., Medical Research Division, 
Esso Research and Engineering Company, Linden, New Jersey 

Maurice H. Seevers, Ph. D., M. D., Department of Pharmacology, 
University of Michigan Medical School, Ann Arbor, Michigan 

Howard C. Spencer, Ph. D., Biochemical Research Laboratory, 
The Dow Chemical Company, Midland, Michigan. 

Jakob A. Stekol, Ph. D., Department of Physiological Chemistry 
and Nutrition, Institute for Cancer Research, Fox Chase, Philadelphia, 
Pennsylvania 

Lauren A. Woods, Ph. D., M. D., Department of Pharmacology, 


College of Medicine, State University of lowa, Iowa City, lowa 


In its early meetings, the panel established certain general criteria 
to guide it in its judgments. In subsequent meetings, the available 
evidence on approximately 1300 flavoring substances was thoroughly 
examined and decisions were made as to which are GRAS under the 
conditions of use. A report on the progress of the panel's deliberations 
was presented by Dr. Hall at the recent annual meeting of the Insti 


tute of Food Technologists in New York.’ 


Information used by the panel has come from an industry-wide 
flavor additive survey, available literature on the toxicology and 
metabolism of the substances under consideration and, in large part, 


+? 


from the expert panel’s background of knowledge and experience 


The FEMA Flavor Additive Survey has provided information on 


all flavoring ingredients believed to be in current use regarding the 


foods in which they are used, their importance to industry, length of 
time in use, levels of use in various classes of foods, total estimated 


annual volume of use, and the available toxicological data 


Particular consideration has been given by the panel to infor 
mation derived from biologic and metabolic studies, to the occurrence 
the same and related substances in natural foods, and to the levels 
volume, and pattern of use in foods. The substances were evaluated 
on the assumption that they conform to the identity implicit in their 
indicated names. The panel has repeatedly reviewed its actions, both 
with a view toward consistency of judgment and toward formulating 
more detailed and stringent criteria. Each determination that a sub 


stance is GRAS has represented the unanimous decision of the panel 


hard L. Hall, as 
“Recent Pr 


on of Fl 


voring 


SCIENTISTS FORUM PAGE 467 





The original list of 250 flavoring substances and ingredients 
reported in April as GRAS, in the opinion of the expert panel, has 
recently been augmented to approximately 660. No conclusions were 
feasible on 12 substances not previously announced as dropped from 
consideration because of insufficient information or indication of com 
mercial interest. One hundred thirty-two botanicals, essential oils, 
and extractives, not included on any of the FDA “white lists,” could 
not be judged by the FEMA expert panel under its established criteria 

The FEMA has applied for an additional extension on the fore 
going substances which are still under review. Some may require 
experimental investigation or the evaluation of other types of infor 
mation. Where such data are obtainable or worth acquiring, industry 
is being given an opportunity to support the necessary activity. In 
many of the remaining cases, the limited commercial value of the 
substance may not justify further concern. Unless the companies 
affected act independently, these ingredients will doubtless disappear 


from use as the extensions expire. 


This list will be appended to the report to be published in / 


Technology (cited above), What’s New in Food and Drug Resear 
(the bulletin of the Food and Drug Research Laboratories, In« 


Maspeth, New York), Food Processing and other trade journals 


\s has often been stated by FDA spokesmen such action is 
entirely permissible under the Food Additives Amendment. It is 
rather surprising that more industrial groups or trade associations 
have not availed themselves of the prerogative of promulgating lists 
ot substances for whose GRAS status they are willing to assume 
responsibility. The FEMA activity with respect to flavoring sub 
stances relieves FDA of a tremendously costly and time-consuming 


burden of collecting and evaluating the data for what is by tar the 


largest single category of additives to food. It is interesting to note 
that - L. M. Beacham of FDA indicated in answer to a question 
from the floor at the IFT meeting that the Food and Drug Adminis 


tration had no intention of challenging the decisions of this expert panel 


The FEMA expects that food firms will employ the published 
list of the expert panel as they do white lists in assuring themselves 
and their customers of compliance with the law Interested persons 
may obtain further information from Dr. Richard L. Hall, Chairman 
of the Flavoring Extract Manufacturers Association Food Additives 
Committee, McCormick and Company, Inc., Baltimore, Maryland 


[The End] 
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